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AN - 1996-263781 £271 

AP - JP19940270731 19941007 

CPY - AMAN 

-SHIE 
DC - All A14 A96 B07 

DR - 0460-S 0460-U 0479-S 0479-U 1126-S 1126-U 
FS -CPI 

IC - A61K9/36 ; A61K9/50 ; A61K47/26 ; A61K47/32 ; A61K47/38 

io^m^D^IS^ B04 - C02A2 B ° 4 - C02A3 B04 - C03B B04-L05B 
Ml - [01] M423 M424 M430 M740 M781 M782 M903 Q120 R032 R038 V712 V713 V71«; 

- [02] M423 M424 M430 M740 M782 M903 Q120 R032 ROM V8MV810 

" 5S"f " 521 148 J0 J011 J1 J171 W 21 © M212 M272 M280 M281 M311 M321 

mell^S 1 M391 11,423 M424 M43 ° ^ ^ M9 ° 3 M90rQV2?R032 R038 

- [04] H4 H401 H481 H5 H521 H581 H8 JO J011 J012 J1 J171 J2 J221 M210 

M211 M262 M272 M280 M281 M312 M313 M320 M321 M332 M342 M381 M382 miqi 
M423 M424 M430 M740 M782 M903 M904 Q120 R032 R038 V71 2 Rl6922Muf 

- [05] H7 H714 H721 JO J011 J2 J271 M210 M212 M272 iSsi iSStS^ 

W^Z^SE" ^ M91 ° ™™™™!«™** 
" J!?!!?." 721 J0 J011 J1 J171 W 210 M232 M262 M281 M320 M416 M423 

nStSSSSi M904 M910 0120 0032 ^«S!«P 

- [07] H7 H721 JO J011 J2 J271 M210 M211 M213 M232 M262 M272 M281 M3M 

ss&jstzxssssr" "« mw oiiS ™~ * 

M6 - [08] M903 Q120 R032 R038 R120 R307 
PA - (AMAN ) AMANO PHARM KK 

- (SHIE ) SHINETSU CHEM INO CO LTD 

PN - JP8109126 A 19960430 DW199627 A61K9/50 007pp 
PR - JP19940270731 19941007 
XA - C1 996-083700 

aS " 1S!nt?!?J 5 M™- 009 ' 50 5 A61K-047/26 ; A61K-047/32 ; A61K-047/38 
^ h J G «"«"»*. P»'«c spheres of 1.0 mm diameter or less, having 
saccharide cores carrying effective ingredients), esp. an acid labile 
enzymes, coated with, panic. 15-50 wt. % of enteric coating base, at 
least 2 layers with softening temp, difference^) of 50 deg. C or over 
such that at least one layer is an enteric coating layer. Layer(s) 
partic. prepd. by aq. coating, composed of one or more 
hydroxymethylcellulose phthaiate (HPMCP), hydroxypropylmethylcellulose 
acetate succinate (HPMCAS), cellulose acetate phthaiate £aP), 
carboxymethylethylcellulose (CMEC), methacrylic acid-ethyl acrylate 

«Tfh7^h^ th f C 7 ,ICaC . W ■ methy, ^^ryiate copolymer; and 1-25 
wt. % of the other enteric coating layer. Also claimed are tablets 
prepd. from the above granules together with e.g. fillers, 
disintegrators, binders and lubricants. 

* wSh^^.:^ anU,eS durab ' • to tab,e « s "fl P'**""e "»kes combinations 
with acid labile components (e.g. enzymes) possible. 

- In an example, in a centrifugal coating apparatus, 1 kg of saccharide 
particles were placed and 4 % aq. soln. of 400 g of saccna "<'e 
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hydroxypropylcellulose was sprayed together with a mixt. of 1 kg of 
pancreatin and 500 g of corn starch to give 2,250 g of the core 
part c les. In a fluid bed coating apparatus, 1.5 kg of the core 
particles, 45 g of hydroxypropylmethylcellulose (HPMC) and 225 g of 
talc dispersed in 1,230 g of purified water was sprayed at 80 deg C 

ZllSZ * . 25 i /mln ' 10 9Sve 1 ' 730 9 of flranu,es with water 

soluble film. In the coating apparatus, 1.5 kg of the coated granules 
was spray coated with a dispersed mixt. of 525 g of HPMCAS, 147 g of 
Et citrate, 157.5 g of talc in 4,420.5 g of purified water at 80 deg 

^"nr^l 6 ?^"- t0 9 i ve 2 ' 240 9 ot enterlc coated fl^nules. 
Tfte granules, 1.5 kg, were further coated with a dispersed mixt of 45 

ITc^ 0 a /Sn ,a ! C !" 1,410 9 °' Puri,ied water « aTemp of 80 
CN rmJZL ^HSmS^ t0 fl,ve 1,570 9 of the 9ranules.(Dwg.0/0) 
S^o!^^ R0112e-Q 9 Bieai9-M R1S922-M 

' W CASS? AC^ TABLET COMPRISE SPHERE SACCHARIDE CORE 

™<*R«n55^^ GRANULE TABLET COWPR1SE SPHERE SACCHARIDE CoL 

NC -001 

OPD - 1994-10-07 

ORD - 1996-04-30 

PAW - (AMAN ) AMANO PHARM KK 

- (SHIE ) SHINETSU CHEM IND CO LTD 

T ' w1t h h 0 2Ki!i ter,C coatin 8 granules and tablets - comprises spheres 
am 215? ?,^f arryin9 e "9- ac,d ,abil « anzyme(s) 

- [002] 018 ; G3690 G3634 G3623 P0599 D01 D03 D11 D23 D42 D63 mtt e<>A 
F34H0293 D19 D18 D50 F26-R E19 E00 ; Sn2 S1014-R ftSSSSt? 

- 1003] 018 ; G3690 G3634 G3623 P0599 D01 D03 D11 D23 D42 DM mtt koa 

™, H n?f SSK E11 E0 ° ; 89999 S1616 Iiw5 TmmSmEl . 

- £004] 018 ; R00460 G0306 G0271 G0260 G0022 001 D12 D10 D2fi rii n« 

■S^tSKS? iSKV F89J H0O22H0 ° 11 ; S99 "S1014-R; 

- [005] 018 ; R00460 G0306 G0271 G0260 G0022 D01 D12 Din rn* rw« nco 

sSs D f«S?S 1F891 "0022H0011; S9999 £SZ ; D10 ° 12 

B9999B4159B4091B3838 83747; B9 99 1 B5629 B5572 ; k 9 745 R 

"i^BS^ 9449 ' N9999N7090 N7 034N7023 ; B9999 B5447 B5414 

' 553 A771 j^ 90 1,01541 °°° F8 ° °" 6A M9 2A Si 4A 5 A ** *237 > 
- [009] 018 ; A999 A340-R ; A999 A771 ; 



c 



8NSOOCIO: <XP 2152846A_L> 



" 522 V S ; 001 011 010 050 °63 D92 F27 F26 F91 F41 E35 E30 ; A999 
A02 - [001 J 018 ; R03005 G3678 G3634 D01 D03 D11 D10 D23 D22 D31 D42 DSrt 

F26 F34 110293 90599 53623 • Sm^SSSSaST 

'EXPJllIf*!! 09999 Q7114 ' R; Q9999 O8037Q7987; N9999 N7147 
N7023 ; N9999 N7067 N7034 N7023 ; K9701 K9676 K9574 K9483 • 
B9999 B4159 B4091 B3838 B3747 ; B9999 B5629 B5572 ; Jc9745-R ; 1^72 

- [003] 018 ; N9999 N7067 N7034 N7023 ; Q9999 Q6791 : N9999 N7090 
N7034 N7023 ; B9999 B5447 B5414 B5403 B5276 • 

- [004J 018 ; FI01740 G2335 DO0 F20 H- O- 6A : A999 A475 • 

A ° 3 ni?°r, 1 L 0 !vti J 106563 G3678 63634 G3«23 P0599 D01 D03D11 D10 D23 D22 
D31 D42 D50 F24 F26 F34 H0293 ; S9999 S1025 S1014 • 
-[002] 018; ND01; Q9999 Q71 14-R ; Q9999 Q8037 Q7987 • N9999 N7H7 
N7034 N7023 ; N9999 N7067 N7034 N7023 ; K9701 K9676 ■ i£Sl k1£1 • 
B9999 B4159 B4091 B3838 B3747 ; B9999 B5629 B5572 f kEEZ ^ 7 ' 2 

"SS^JSSSSJ i2K° 83372 ; N9999 N709 ° N7034 N7023 * 

B9999 B5447 B5414 B5403 B5276 ; K9449 : K9712 K9676 ■ 
' S3 M ; G319 ° TO1541 000 F8 ° °- 6A M8 A237 ; 

- [005] 018 ; A999 A340-R ; A999 A771 ; 

*fc"KSSSr D1 ° ^ DM M1 042 050 076 086 F2 < » 

- [002] 018 ; ND01 ; Q9999 Q7114-R ; Q9999 Q8037 Q7987 • N9999 N7H7 

B9999 B4159 B4091 B3838 B3747 ; B9999 B5629 85572? K9745-R f KM72 

" ESS 018 N9999 N7067 N7034 N7 <>23 ; Q9999 Q6791 : N9999 N709O 
N7034 N7023 ; B9999 B5447 B5414 B5403 B5276 ; 
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(57) ami 

[*i«i «»*«tt ; ?t*'»«*s»*n/tii 
*u *->^ii**j«"r*7-f )W»© 

T*w»m&*mM*m®. mmm, >»mm^ tn&m. m 
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(2) 

1 

^;Mr;i/P~X7ir^~b^^*~h (hpmcas) , ir 

;pD-X7tf-h7^Wh (CAP) » ^;UtPv^^ 

^;i/x^ji/ir;wa— x (cmeo , UJUfe-r^y 
im^me] mmmsiftv n > yeoman 

[»*» 8 ] 1 7>a»#9l 7 etta»£ttlRtt*!l 

zmm, mmm, mmm, m&m, timmmtttstm 
n*»*fefc«£- lbb»*»"T* £ t emu 
mm&m&m & s*rr * m^L 30 

[0 0 0 1 ] 
[0 0 0 2] 

[0 0 0 3] J»**»#»C*JViT, £#J35S#J^W 
i^KRO^ioavanabUity a>SM&Krt*4>ft < . ft#<D& 



WWW 8 - 1 0 9 1 2 6 

[0004] ja«cow«ttR»ffi»ntt«^«^^«« 
Tit SMaftviMMK'fe???. #yx^i/> 

^'JD-i^E&t^fS (»W¥2-174727) 
[0 0 0 5] X, ttHNtt»a>WlTtttt$Al±d«$^ 
1*aS»T<7)«SH«-C3— ^>^^^fjS «*BB¥2-537 

21) ^enn^, 

[0 0 0 6] ZK*(7)BB*3— ^>yjj, K(CV)<^^<D 

«WPB59-167521(rW!^$nTlf^<k«5iC, *?fcj|g 
[0 0 0 7] «c43, X. J6*a?Sfe^«:^f*<. 

3— h*iB«»^rt«fc^§iicisr»tt (us 

P No. 4775536) «$tlTl^o 

[0008] mm&ft\<n^~c. ^ct^um^uv 

— ^>^fc*V»T, TkiSte-fe^n— x&<DT>?— 3— 
h*Mrt-^8s <!»&¥4- 20890) *l^^ntV^ s 
[0 0 0 9] UftiLtoPe, cn^CD^^it«UTtT 

[0010] 4Ttt^»««tMtt*i^a. mzmmftmtf 

«o»w^w*«itt*w*^ en*. ci<^*j**<D 1 o 
m^zum ¥4 -169522) ^M^^nr^i*^ 

misX^&Kffis ^>if^ 

utfutf^Lsn*, l^l, dn&Qfe*-r*fc«C)i^ « 
nrir>ftvi. 

[0 0 1 1] 
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3 

[0 0 12] 

*WH«6tt» -fcSEfSJj® 
[0 0 14] *56flOi»3-^>yi»©«i8 1 LT 

tt, a«^?gft • tf titiHk ttit 

^o^^ft^ii: s/b v> a d £ an?* * . 

[0 0 15] X, *S»i^(C*^g^tCJ;oT»^nfeSP*3: 

1 maTT* Z> Z. L < , «ttTB*G> 

iMytiLTt** 400-600 wm ##*LV>. lmmJ^TcD 
PttlcT £ c <h 1C J; o T*»ft»IMt t #fc W«*tt t> 

[0 0 16] HltttKH&LTtt, 7K^3-^>^tc« 
(HPMCP) > b Kn^->ya lf;MWt^n-X7t 

MfS'S'*— h (HPMCAS) , «D-X7tf-h 
^^W-h (CAP) , JjJW&Jrz/t^Jl^Jlizfra — 

x (cmec) , ^^^>jj«-7^'j;«x^xxf;> 
^mft^, ^ * ^ y - / u ;«/f;vxxfiP 



3) #W¥8~109 126 

4 

.^LT«9^S^|coatbT«E*ai5-50S*%T?, +» 

[o o i 7] wti & ntftiueoK^so 
[ooi8] ■bbei*kd3— ^>^»«, mny-oi 

10 JUD — X (HPMC) , tKD^y^O^tiVP-X (HP 
C) > j*^;kfcJI^D — X (MC) COMtl^lO^fe^^ 

[0 0 19] rt«*^^ttn«J*fctt«*(?!>««[tt, & 
W*U<tt, 5—15M*T**u 2 

frT^ts^t^T*^ (&sT<D&mmhz<D&mz 

fe?o ) • 

gfflt : TKA10 (± -f n -«TX&«) 

BUfc^^A : 10 miBX 3 maXO. 1 dd (*fcx|Rxj§t 
3) 

ffiffi : 5g 

: lO^/min 

[0020] do^^jrLTSWJt^ns^^^Acottft; 

[0 0 2 1 ] JH«IB*5 < fclX-?-a>*<D3--^>^»lc'5JH! 

[0022] jtftw&mmizrizMm** mzmmzn 

[0 0 2 3] X, ftfflfct-SIKfcEftJft^lBTEftilJB 

^-^lj^^*^? > §^^'rs^%A.^tl^o 
Cti6©2^fc:|si«p«ctta-r«a!*tL.Ttt, 

[0 0 2 4] ^1-, *«M^«1K3WH. H9#^ie»Hbt 
50 -^>?&tztt&&Zl-^>y$:m-z.£>b-C&Z>. 
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[0 0 2 5] *«C*1B«KJ:?)*58WS. SE^BUfCSS 
CO 0 2 6] 

y >rt\s)V NP-101 32-42^ :7D>f> hit^SSl) 1 
Kg£r, J*'to-^>yftJt (CF-360: ^D<>h^* 

^n-X (HPC) (HPC EF-G : «*ft*XiMD 4%* 
®^400g^xyv— b&rt*£, /t>^U7f> (0**1 
»#4ffih» : lKg£=i->X*-?- (3- 

>X^— ?f : 0*ftiftJtaX8i) 500g,fc£ffl'&b 

[0027] <»ia>«6nfettiRtti t sxg«MatJi 

3-^>^£!S (FLO- 1 : 7D-f >hjfig3)HB> iCtti^ 
2k tKD + 5/^DWf^t;i/n-^ (HPMC) (TC 
-5R : mmfc^JCMM) 45g<h$^* <3v\^tfifca» 2 
25g*»«*1230gtC«# bfc 3 > 
80r, 35g/iinTXyW-UT7KWi*«aUIHttl730g* 
£<B£Oj^<BTMAaMfe8« (TMA 10:-fe<3- 



(4) #W¥8 - 1 0 9 1 2 6 

* [0 0 2 83 <8l2/8 (■»«) >}^mmgkZl-T>Cf 
ME*»tt*««)fil.5kg*fI:a^ 

x- h*^ h (HPMCAS) (AS— MF : femt^SLM 

at) 525g, ^SMPJtLT^X>KhUX^ (yhP7 
1^7^X2 : 7 147g. ^fl^lB^Sg&lsr: 

CO*SH*4420. 5gK*HS bTP3K$ tlfcn-^ > 

We*2240g»fc. *l«<hm«k:bT»fcbfc;i(D* 
W J«<&i|«t:fiJKtt. 30^^*^^. 

[0 0 2 93 <*3«>»*3-5F>iflc5l*tt*. 
Elittn— ^>jf|llttl'.5Kg«fl:i&^ HPMC (TC-5R) 4 
5g t * ;P ^45g £** 8l*1410gK:*# L =3 -5" > y*« 
£*«SU&S£80t\ 30g/miiiTX:/b— bT\ $£Kll6-ff 

(lmm) ^5tm<D7 4 )V AO&itm&O 

[0030] m&w 2 

m (Fast-flo : ForenostttS?) «hJ^T<0#a^#T?ffl 
^bfHfeb/5:. 



20 ag 

Xf7'J>^ny«)A 0.5^ 

*r«« n-^u-rr«« (rt-sisk-35: w^aif^wasi) 

^ 8 mm<f>, 6. 5 mmR, 15* 

*BWlMyC l& 200 mg 

*H- l.Ot/P 0.3t/P 

45 rpn 

[oo3i] <mm&mtsm<Dviffi>mMm 1 -e^^n ^-tf^tt) ^atebfcig*** 1 t^b^. 

fc^^^^cfcr/^M2^^n^^Hcc>^ [0 0 3 2] 

t, B*jen^^wstta(»icoaK43«i;^»*Mtt <r*$ mi] 













-ate 










9 5% 


9 8% 




9 7% 


9 5% 



[0 0 3 33 *i iZTRznz&^iz, n^mz^xh 

+#&I^tt£?Kbfc. 
[0 0 3 4] &mm3 

mmm i h4o^t, » i»«r««-r^^ttisi*iib 

Tv m2®0fcm {y 4 )V2±<K>mtU& : 30*0 
3W^*a <7^;PA<Oftft«aflE : 16013) ^MtCt 



[0 0 3 5] 3S»«4 
^SSWl fc:feV>TjS3»£*irr*&ttfck ffiWcbT 
ftlffiCO&m (7 J )M±<D&fcUm : 150*0 
»<Z)*Bt (7^;WAcDfa>ft?ajg : 30<C) ^^rcticJ: 

a 2BOU-^>^?fe*-rS»»ttlHa»1580g*» 
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-162— 



(5) 



HtVAW-S- 1 0 9 12 6 



[0036] mmrns 

[0 0 3 7] *S6fcl6 



* [0038] <mm&tm.Me>wm>m:Mm 3 ~ 6 e 

[003 9] 
[£2] 





ftttWttM 




tmmsm 


mm 












j * & 


9 5% 
9 4% 


9 5% 
9 7% 


9 6% 
90% 


96% 
96% 



[0 0 4 0] &2 \Z5n$nZ>£\Z, f&im&fziU&SM s 
[0 0 4 1] tt«#il 

<C) 2240g£«fco MS5SB^3-5 1 >^«^ 
1.5Kg«fc&3K HPMC (TTC-5R) 45gt#UX^W>^ 
U3-/W400 (B*W»W l»****45gfe*W*Ml 
0g^**U/t3-^ 1 >^***i»&«LiftJK80'C, 30g/»in 



{-^>y»**r*IB«ttlltt»1580g«:»fc. MM 

[0 0 4 2] ittt«2 
Jfctfcfll 1 T» etlfeW«»J^«i6« 2 £PM*te UT*T» 

[0 0 4 3] <»Wtt*tt»l<Z>lMi>Jttt« 1 , 21:^ 
V>T, IOM1, 2tW«C»»tt. »4T«tt*tMib 

[0 044] 
[3*3] 







it«0«2 mm 


BJBttK 










9 8% 


*ltt3£fttt 


94% 




93% 


65% 



[0 0 4 5] JB3«fc^an*J:5fc, :7-fJVA©IMfc 

[0 0 4 6] 3*ffi#J7 

T» fflWttK (V>< ;i/A(7>#:fcM« : 15010 £*S 
U »6nfc«»1.5l[g**li*l iH— ©«*)B3^ 

7* U ^Sxf^S^^^XV^^g > (L-30D 
-55: MPSg^ffl) £1750g (30%«gD , ^J^^J^: 
T?X>ih'J X^;V52. 5g, 9 )V9 157. 5g£*» 83*381 

45g/DinT?X^ r l/-bT^n^>^«ft 



[0 0 4 7] *^T, tB«fcl/T» SS3JS& 

R (7>f;VAOttIS: 160X:) £#U ££IC16^ 

3BO3-^>y^*ri-*ii«tt«tt)Wi570 

40 [0 0 4 8] *J6«8 

**«7Tf»6nfcitlMB**lt«l2 fcHafcLTflTlfe 

[0 0 4 9] 7 , 8 iCO 

fc|£#£*4tC^bfco 
[0 0 5 0] 
[3*4] 
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(6) 



*$WJ*F8 - 10 9 12 6 



10 





















* i m&mm 


9 7% 


9 9% 


// & 


9 5% 


9 4% 



[0 0 5 2] J£&0J 3 

(fftA£ 7 >/\is)V NP-101 : ^D-<> hj£ 

cn^H —24-* T#l&Ln— 
fflCOSEW«i2250g*f»«:. S&fc, *J8« 1 £H*k:* 

)U^<omtUm : 3013) , S£3/g#R (7^JPA<Z)«:fls 
160*0 SrJBU 7 -<;PAO*flS«Jt^* 



6** (Ian) W±CO^flJ|^80%T?&ofe. 
[0 0 5 3] j:t««4 

[0 0 5 4] <»«ttWft«OlWai>Jttt« 3 , 4 to 

fctfJMfftSfciSLfc. 
[0 0 5 5] 
[ft 5] 







tmw4 mm 
















9 6% 


94% 




9 5% 


7 8% 



[0 0 5 63 «5«fcD«S*fc«fc5fc, 

[0 0 5 7] <«^OfHK>Jttt«3T#6nfcl«tt 
-H^<»LII2Kg*10L«UB*!i*«V>TEI«BO0 rpm 



[0 0 5 8] 
[ft63 









#*fc^*rs (%> 






*7&Mte 1 fl« 


21.5 


24.5 


4#& 


21.2 


21.0 


7^Sfe 


21.4 


23.6 




20,6 


22.-3 


13#fc 


21.4 


24.8 



[0 0 5 9] «6<fcOW^35cJ:^i:, )*i&+h-f X'cD* 



[0 0 6 0] 3Etc> *tft-9--f X7>UiBBWT©fcO*iT» 
lT»6n5*» 2 CD fit, 

W U T ^ £ tCjfcf U . IRffiiM X#« 1 *m&L±<0 <b © &fiTft 
LT»£n*«SPJ 0ttt«4Ot>«» ttWM-tttC^^^X 

50 tfftfr*. 
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